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DETAILED ACTION 

Election/Restrictions 

1. Applicant's election without traverse of Group II, claims 1-16, 18-22, 26-29, and 32-37 
in the reply filed on August 3 1st, 2010 is acknowledged. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claim 35 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

4. Claim 35 recites the limitation "said sizes of said support section and anchoring section" 
in line 2. There is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

6. Claims 1-11, 13, 14, 16, 18-22, 26-29, 32, and 34-37 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Kresch (US 5785640 A). 

7. Claims 1-5, 14, and 32; Kresch discloses an apparatus sized and shaped for human intra- 
vaginal insertion. The apparatus is symmetrically arranged around a central axis -17- (claim 14) 
and comprises a node -4- on the central axis, a support section comprising two supporting arms - 
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6- and -8- (claim 4) adapted for providing urethral support and adapted to lie on either side of a 
urethra (claim 32) (col. 5, lines 1-4 and fig. 6) and an anchoring section comprising two 
anchoring arms -10- and -12- (claim 5) adapted for resisting movement of the apparatus when in 
the vagina (col. 4, lines 35-39). The node is preferably about 0.5-1 inches long (col. 4, lines 52- 
54) and the entire device is preferably 3-5 inches long (col. 6, lines 42-44). Accordingly, the 
node is less than 30% of the length of the apparatus as a whole (claim 1) and actually may even 
be less than 20 or 15% of the length of the apparatus (claims 2 and 3). 

8. Claims 6 and 7; Kresch discloses a cover -152- (claim 6) that substantially encapsulates 
all elements of the device (claim 7) to facilitate implantation (fig. 9A). 

9. Claims 8 and 9; the entire device is made from flexible material (col. 3, lines 33-37); 
accordingly, the support section, anchoring section (claim 8) and node (claim 9) are all flexible. 

10. Claims 13, 16, and 22; the support section is adapted for providing urethral support using 
a plurality of outwardly extending arms -6- and -8-. The apparatus further comprises an 
extending insert -160- which pushes the implant through the cover -152- of an introducer -150- 
adapted to insert the apparatus into the vagina (claims 13 and 22) (col. 8, lines 35-37). The 
extending insert urges the arms outwardly by pushing the implant through the introducer, which 
causes the arms to expand due to their resilient flexible nature. This increases the diameter of the 
support section (claim 16) (col. 8, lines 46-55). 

11. Claim 18; the cover -152- of the introducer, although not disclosed as providing urethral 
support, is configured to provide urethral support if it were left in the vagina (or during 
implantation of the implant) and would apply force to the urethra only during an increase in 
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abdominal pressure since the implant itself is configured to only provide pressure to the urethra 
during an increase in abdominal pressure and does not inhibit normal urination (col. 8, lines 1-4). 

12. Claim 19; the cover substantially encapsulates both the support section of the implant and 
the extending insert -160- when the insert has been moved all the way through the lumen of the 
cover -152- in order to implant the device (col. 8, lines 48-50). 

13. Claims 10, 1 1, 20, and 21; Kresch discloses a device displacer -126- (claims 10 and 20) 
attached to the support section (claims 1 1 and 21) (col. 8, lines 21-33). 

14. Claim 34; the support section defines a channel -40- (fig. 6) that would allow flowing of 
vaginal secretions past the apparatus. 

15. Claim 35; the length of the apparatus and the sizes of the support and anchoring sections 
are configured to provide mid-urethral support (fig. 5). 

16. Claim 36; the maximal diameter of both the support and anchoring sections is larger than 
the maximal diameter of the node (fig. 2). 

17. Claims 26-29; Kresch discloses a method of treating urinary incontinence comprising 
providing the apparatus disclosed in the rejection of claim 1 , inserting the apparatus into a vagina 
using an applicator -150- (claim 27) (col. 8, lines 46-48), deploying the apparatus in a position to 
render mid-urethral support (col. 8, lines 48-55 and fig. 5) (claim 26), and removing the 
apparatus after a certain period of time (claim 28) (col. 8, lines 4-6) using a device displacer - 
126- (claim 29) (col. 8, lines 31-33). 

18. Claim 37; the method is carried out so as to not cause discomfort to the user (col. 2, lines 
51-55) and so as to not block the urethra absent an increase in intra-abdominal pressure (col. 8, 
lines 1-4) 
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19. Claims 1, 4, 12, and 33 are rejected under 35 U.S.C. 102(b) as being anticipated by Gluck 
(WO 00/67662 Al). 

20. Gluck discloses several embodiments of their invention. In this rejection, the 
embodiment of figs. 11-13 is being relied upon for the rejection of claims 1, 4, and 12 while the 
embodiment of figs. 15, 16, and 21 is being relied upon for the rejection of claims 1, 4, and 33. 

21. Claims 1, 4, and 12; Gluck discloses an apparatus for treating urinary incontinence 
arranged around a central axis and sized and shaped for human intra-vaginal insertion (fig. 1 1). 
The apparatus comprises a support section comprising two arms -46- (claim 4) attached to band - 
48- and an anchoring section comprising two arms -46- attached to band -50-. Both the support 
section and the anchoring section are adapted to support the urethra and resist movement of the 
apparatus once implanted (p. 16, lines 3-5). Bands -48- and -50- are secured around the 
circumference of a pessary device -2- which results in a bulging of the pessary device between 
the bands. This bulging area constitutes a node. According to fig. 1 1 , the node occupies less 
than 1/4 of the length of the whole apparatus; accordingly, the node is not longer than 30% of the 
length of the apparatus (claim 1). The band -48- constitutes struts interlinking the supporting 
arms -46- (claim 12). 

22. Claims 1, 4, and 33; Gluck discloses an apparatus for treating urinary incontinence 
arranged around a central axis and sized and shaped for human intra-vaginal insertion (fig. 16). 
The apparatus comprises a support section and an anchoring section, each labeled as element - 

1 16-. Both the support section and the anchoring section are adapted to support the urethra and 
resist movement of the apparatus once implanted (p. 21, lines 12-15). The area between the two 
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sections constitutes a node having a length that is less than 30% of the length of the apparatus as 
a whole (claim 1) (fig. 16). The support section is provided with a disk -1 14"- comprising at 
least four supporting arms (claims 4 and 33) (fig. 2 IB) used to expand the support section when 
the apparatus is implanted. 

Claim Rejections - 35 USC §103 

23. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

24. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kresch. 

25. Kresch discloses the length of the apparatus is preferably about 3-5 inches (col. 6, lines 
42-44) which correlates to about 76-127 mm. However, it would have been obvious to one of 
ordinary skill in the art at the time of the invention to shrink the device disclosed by Kresch to a 
size of less than 50mm if the patient was quite small or if the device were implanted into a small 
animal. Furthermore, it has been held that, where the only difference between the prior art and 
the claims was a recitation of relative dimensions of the claimed device and a device having the 
claimed relative dimensions would not perform differently than the prior art device, the claimed 
device was not patentably distinct from the prior art device (In Gardner v. TEC Systems, Inc., 
725 F.2d 1338, 220 USPQ 777 (Fed. Cir. 1984), cert, denied, 469 U.S. 830, 225 USPQ 232 
(1984)). 
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Conclusion 

26. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Bartning (US 7717892 B2) discloses an incontinence implant comprising a cover (fig. 
8) that supports the urethra; however the priority date of the Bartning patent is later than 
applicant's priority date. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CATHERINE E. BURK whose telephone number is (571) 270- 
7130. The examiner can normally be reached on Monday-Thursday 8:30 am - 7:00 pm EDT. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on (571) 272-4730. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/C. E. B.I 

Examiner, Art Unit 3735 



/Charles A. Marmor, II/ 
Supervisory Patent Examiner 
Art Unit 3735 



